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Dear Ms. Kong:

We have reviewed your Section 5 10(k) premarket notiflcation of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, Subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRl-I does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading. If
your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
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found in the Code of Federal Regulations. Title 21, Parts 800 to 898. In addition, FDA miay
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements. including, but not limited to: registration and listing (21
CFR Part 807): labeling (21 CER Part 801): medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 80 1), please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
free number (800) 63 8-2041 or (301) 796-7100 or at its Internet address
hitp://www~tfda.,gov/McdiicalDevices/RcsotircestorYou/Indusr/deIhuiltlitin. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
littp://www~fda.aov/Medicalflevices/S~il'ev/Rcro-taProblem/def'ault.hltM for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
litp://www~fda.ao%,/MedicalDcvices/RCSOuircesf'orYOLI/IndustC/defaluit.htm.

Sincerely yours,

'rejShuroh a t-Shelh, MAD

re#Sfle~ft~~etL1Lt. Ciol DeputyDireclor

Erin 1. Keith, M.S.
Acting Director
Division of Anesthesiology. General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health
Enclosure
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510(k) Number Ill know)
K133956

Device Narme
Nitrilc Powder Fre Examination Glove with Colloidal Oatmeal USP Skin Protzctrant - White (Lavender Bowlt)

Indications for Use (Desezrbe)
The Nitrile Powder Free Examination Glove with Colloidal Oaeal USP Skin Pmotectant -White (Lavender Scent) is anon - sterile disposable device intended for medical purpose that is worn on the examines hand to prevent contamination
between patient and examiner

Type of Use (Select one or both, as apicabMe)

0 Prescription Use (Pan 21 CFR 801 Subpart D) IE Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FIG. FD ,A USEoNLY 7

Concurrence of Center for Devices and Radiological Health (CORN) (Sovane)

S reeka n th- le
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
tO0 NOT SEND YOUR COMPLETED FORM TO THE PRtA STAFF EMAIL ADDRESS BELOW"*

The burden time for this collection of Information Is estimated to average 79 hours per response, Including the
time to review bIstructlons, search existing data soues, gather end maintain the data needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this Information collection, Including suggestions tor reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Informion Officer
Paperwork Reduction Art (PRtA) Staff
PRAStflgif.hho-gov,

'An agency may not conduct or sponao, anda person Is not required to respond to, a colection of
k~fnnratb unless It displays a currently valid OMB number'

FORM FDA 3801 (1114) Page Itof I



SI1O) Numnbar (fATIGxe)
KC133956

Device Name
Nituie Powder Free Examination Glove with Colloidal Oatmeal USP Side Protectar: - Dawn Blue (Lavender Scent)

Indications for Use (Descdb)
The Nitrile Powder Free Examnination Glove with Colloidal Oatmeal USP Skin Pmtectant - Dawn Blue (Lavender Scent)is a non~ - sterile disposable device intended for medical purpose that is worn on the examiiner's hand to prevent
contamination between patient and examiner

Type of Use (Selec we or both, as appliable)
13 Presciption Use (Part 21 CFR S01 Subpat D) Over-The.Cousner Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITS BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Concurrence of Center fr Devices and Radiological Pefh(OR m FO (SE NLYrs

Sreeka

This section applies only to requirements of the Paperwork Reduction Act of 1995.
tDO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW*

The burden time for tWe collection of Information Is estimated to average 79 hours per response, Including thetime to review Intructions, search exist ing data sources, gather and maintain the date needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this Information collection, ficuding suggestions for reducing Ot burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Offcer
Paperwork Reduction Act (PRA) Staif
PR4StafRfdat.hhe.gov

'An agency may not conduct or sponsai and a peron Is not required to respond to, a collection of
lnfionnsdon unless iR displays a currently vaN OUtS number.

FORM FDA 3981(1114) Page I of 1



510(k) Number g1f knwn)
1(133956

Device Name
Nirile Powder Free Examination Glove with Colloidal Oatmeal UIS? Skin Protectaor - Lemon Gree (Lavender Scent)

Indicati ons for Use (Dncafb)
The Nitrile Powder Free Examination Glove with Colloidal Curae)l LISP Skin Protectani - Lemon Greew (Lavender
Scent) is a non - sterile disposable device intended for medical purpose that is worn on the examninee's hand to prevent
contamination between patient and examiner

Type of Use (Select one or botas aapplcable)

0 Prescription Use (Part 21 CFR 801 Subpart D) 0Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

:-FOR FDAUSE ONLY
Concurrancei of Center for Devices and RadtlologIcall Heallb (CORN) (SlnsAtu)

Sree ~kr

G ut
This sectan applies only to requirements of the Paperwork Reduction Act of 1995.

*00 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'
The burden lime for this collection of Information Is estimated to average-79 hours per response, Including the
time to review Instructions, search eisting data sources. gather and maintain the data needed and complete
and review the collection of Inration. Send comments regarding this burden estimate or any othver aspect
of this Information collection, Including suggestions for reducing this burden. to.*

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PMA) Staff
PRAStaidfl@lahhs~gov,

'An agency may not conduct orspons,~ and a person Isoot iuquhud to respond to, a co~lleon of
Airmadco unless Nt dipays a caurnly valid OMB numb.er.'

FORM FDA 38BI (11 14) Page 1 of 1 .wW)ei e o


